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RESPONSE TO RESTRICTION REQUIREMENT 



RECEIVED 



Commissioner for Patents 

Washington, D.C. 20231 OCT 3 0 2002 

TECH CENTER 1600/2900 

In response to the Office Action mailed September 19, 2002, concerning the Examiner's 
restriction to the claims. Applicants hereby provisionally elect, with traverse, Invention III 
(claims 8, 10, 14, 15, 18 and 19), drawn to a non-human transgenic animal and methods of 
making the animal. 

In the restriction, the Examiner asserts that claims 1-26 are drawn to eight distinct 
subjects, grouped as: Invention I (claims 1-4), drawn to a gene targeting construct and a method 
of producing the gene targeting construct; Invention 11 (claims 5-7 and 9), drawn to a genetically 
modified animal cell; Invention IH (claims 8, 10, 14, 15, 18 and 19), drawn to a non-human 
transgenic animal and methods of making the animal; Invention IV (claims 11, 13, 16, 17, 20, 21 
and 23), drawn to methods of using a non-human, transgenic animal with a disruption in the 
NORl gene to screen for agents that modulate NORl, and the agent so identified; Invention V 
(claims 12 and 13), drawn to a method of identifying an agent that modulates NORl by 
contacting the agent to a cell with a disruption in the NORl gene and the agent so identified; 
Invention VI (claims 22 and 23), drawn to an agent that inhibits NORl, by contacting the agent 
to a cell that expresses the NORl gene, and the agent so identified; Invention VII (claims 24 and 
25), drawn to a method of treating impaired balance or motor coordination; and Invention VEI 
(claim 26), drawn to a pharmaceutical composition containing NORl. Applicants respectfully 
request reconsideration and withdrawal of the requirement. 
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Specifically, the Examiner asserts that the claims of Invention I and Invention n are 
patentably distinct in that the nucleic acid construct of Invention I can be used as a probe while 
the cells of Invention II can be used in in vitro assays of NORl function. The Applicants 
disagree with the Examiner's conclusion. Applicants believe that a reasonable search or 
examination of the prior art would produce results related to the subject matter of both invention 
groups, and would not put serious burden on the Examiner. 

The Examiner also asserts that the claims of Invention I and Invention HI are patentably 
distinct in that the construct of Invention I can be used to transfect cells in vitro while the mouse 
of Invention HI can be used as a model of disease. The Applicants disagree with the Examiner's 
conclusion. Any search or examination of the prior art conducted on one of these aspects, e,g, 
production of NORl deficient transgenic animals, would produce results that would encompass 
the transgenic animals and the nucleic acid construct. Thus, the additional burden of a separate 
search or examination would not be required. 

It is also asserted by the Examiner that the claims of Invention I and Inventions IV, V or 
VI are patentably distinct in that the nucleic acid construct of Invention I can be used as a probe 
while the methods of Inventions IV, V or VI can be used to identify agents that modulate 
(Inventions IV and V) or inhibit (Invention VI) NORl. The Applicants disagree with the 
Examiner's conclusion. The Applicants believe that a reasonable search of the prior art would 
produce results related to NORl nucleic acid constructs and methods of identifying NORl 
modulators. A search and examination of the claims of each of these inventions, therefore, can 
be made without additional burden on the Examiner. 

The Examiner also asserts that the claims of Invention I and Invention VII are patentably 
distinct in that the nucleic acid construct of Invention I can be used as a probe while the methods 
of Invention VII can be used to treat impaired balance or motor coordination. The Applicants 
disagree with the Examiner's assertion. A search or examination of the prior art conducted on 
the subject matter of Inventions I and VII would produce results encompassing NORl nucleic 
acid constructs and methods of using NORl to treat NORl related disorders such as impaired 
balance or motor coordination. Thus, a search or examination of these claims would not 
seriously burden the Examiner. 

The Examiner further asserts that the claims of Inventions I- VI or VII and Invention Vm 
are patentably distinct in that the nucleic acid construct of Invention I, the cells of Invention II, 
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the transgenics of Invention III, the NORl modulators of Inventions IV- VI and the method of 
treatment of Invention VII are not necessary for the pharmaceutical composition of Invention 
Vni, and the pharmaceutical composition of Invention Vni is not needed for the compositions 
and methods recited in the claims of Inventions I- VII. The Applicants disagree with the 
Examiner's assertion, and believe a search and examination of the claims of Invention I- VI or 
VII and Invention Vm can be made without undue burden on the Examiner. 

According to the Examiner, Invention n and Invention HI are related as product and 
process of use, respectively. The Examiner asserts that Invention 11 and Invention in are 
patentably distinct because the transgenic animals and methods of making the animals of 
Invention HI do not necessarily require the cells of Invention II and the cells can be used for 
distinctly different processes, such as screening compounds. The Applicants disagree with the 
Examiner's conclusion. Any search or examination of the prior art with regard to this subject 
matter, Le., NORl disruptions, would produce results encompassing both cells and animals with 
disruptions in NORl. Thus, the burden of an additional separate search or examination would 
not be required. 

The Examiner asserts that the claims of Invention II and Invention IV are patentably 
distinct because they can be used for different functions, and in particular, because the cells of 
Invention II can be used in vitro to determine the effects of a NORl disruption on gene 
expression while the methods of Invention IV can be used to identify agents that modulate 
NORl expression in vivo. The Applicants disagree with the Examiner's conclusion. Any search 
or examination of the prior art on one of these aspects, e,g, NORl disrupted cells, would produce 
results that would include the subject matter of both Inventions n and IV. Therefore, a search 
and examination of the claims of Inventions n and IV can be made without serious burden on the 
Examiner. 

The Examiner further asserts that the claims of Invention 11 and Inventions V or VI are 
related as product and process of use, respectively. The Examiner states that the inventions are 
patentably distinct in that the agents that modulate NORl expression or activity recited in 
Invention V and Invention VI can be identified using transgenic animals or in vitro protein and 
DNA binding experiments, while the cells of Invention n can be used in differential expression 
assays. The Applicants disagree with the Examiner's assertion. A search or examination of the 
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prior art related to the subject matter of Invention II and Inventions V or VI would not place an 
undue burden on the Examiner, 

The Examiner asserts that the claims of Invention II and Invention VII are patentably 
distinct because the cells of Invention II and the methods of Invention VII can be used for 
different purposes, namely to make a protein or test gene expression and to treat disease, 
respectively. The Applicants disagree with the Examiner's assertion. Any search or 
examination of the prior art on, e.g. NORl disruptions, would produce results that would include 
the subject matter of both Inventions 11 and Vn. A search and examination of the claims of both 
Inventions n and VII, therefore, can be made without serious burden on the Examiner. 

The Examiner asserts that the claims of Invention III and Invention IV are related as 
product and process of use. The Examiner states that the two inventions are patentably distinct 
as the agents recited in the claims of Invention IV can be identified by means other than the 
transgenic animals in Invention HI, and the transgenic animals can be used for other purposes 
than identifying the agents, such as for phenotypic analysis. The Applicants disagree with the 
Examiner's assertion. A search of the prior art regarding the subject matter of both Inventions 
in and IV would reasonably produce results encompassing both the transgenic animal and 
methods of making the animal in Invention III as well as the methods of using the transgenic 
animal in Invention IV. Therefore, serious burden on the Examiner would not result from a 
search and examination of the claims of Inventions III and IV. 

The Examiner further asserts that the claims of Invention III and Invention V or VI are 
patentably distinct in that the transgenic animals of Invention III can be used as an in vivo 
disease model, while the methods of Invention V and Invention VI can be used to identify an 
agent. The Applicants disagree with the Examiner's conclusion. Any search of the prior art 
related to, e.g. the transgenic animals of Invention III would include results related to NORl 
function, such as the methods of identifying NORl modulators recited in Inventions V or VL A 
search and examination of the claims of Invention in and Inventions V and/or VI can be made 
without serious burden on the Examiner. 

The Examiner further concludes that the claims of Invention IE and Invention VII are 
patentably distinct in that the transgenic animals of Invention HI can be used as an in vivo 
disease model while the methods of Invention VII can be used to treat disease. The Applicants 
disagree with the Examiner's conclusion. The AppUcants do not believe that an undue burden 
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would be placed on the Examiner in order to search the prior art regarding the subject matter of 
both Inventions III and VII. 

The Examiner also concludes that the claims of Inventions IV and Inventions V or VI are 
patentably distinct in that the methods of Invention IV are materially different from the methods 
of Inventions V and VL Specifically, the Examiner suggests that the methods recited in the 
claims of Inventions IV make use of transgenic animals while Inventions V and VI use cells. 
The Applicants disagree with the Examiner's conclusion in that the methods recited in the claims 
of Inventions IV and the methods recited in the claims of Inventions V and VI use similar 
methods. A search of the prior art on the methods of Inventions IV and Inventions V or VI can 
be made without placing a serious burden on the Examiner. 

The Examiner further concludes that the claims of Inventions IV, V or VI and Invention 
VII are patentably distinct in that the inventions can be used for different functions. Specifically, 
the methods recited in the claims of Inventions IV, V and VI can be used to identify modulators 
of NORl, while the methods recited in the claims of Invention Vn can be used to treat impaired 
balance or motor coordination. The Applicants disagree with the Examiner's conclusion. Any 
search or examination of the prior art related to the subject matter of Inventions IV, V or VI and 
Invention VII can be made without serious or undue burden on the Examiner. 

Finally, with respect to the claims of Invention V and Invention VI, the Examiner 
concludes that the inventions are patentably distinct because each is directed to products that 
differ considerably in composition, structure and function. Specifically, the Examiner claims 
that Invention V is directed to modulators of NORl expression or activity while Invention VI is 
directed specifically to inhibitors of NORl activity. The Applicants disagree with the 
Examiner's conclusion. In particular, the Applicants respectfully point out that the Examiner has 
classified the claims of Invention V and Invention VI in the same class and subclass (class 530, 
subclass 350). Any search or examination of the prior art regarding these aspects, Le. methods of 
identifying agents that modulate NORl using transgenic cells, would produce results that would 
encompass inhibitors and modulators of NORl and methods of identifying such agents. Thus, 
the additional burden of a separate search or examination would not be required in order to 
search the claims of both Inventions V and VL 

Although the Applicants have provisionally elected Invention HI for the purposes of 
advancing prosecution of the present application, Applicants contend for the foregoing reasons 
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that the restriction requirement is improper. Accordingly, Applicants respectfully request 
reconsideration and withdrawal of the requirement. 



Kelly L. Quast (Reg. No. 52,141) 

Deltagen, Inc. 
740 Bay Road 
Redwood City, CA 94063 
(650) 569-5100 
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